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Art Unit: 3761 

DETAILED ACTION 
Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

prior art under 35 U.S.C. 103(a). 



Application/Control Number: 10/647,266 Page 3 

Art Unit: 3761 

Claims 53-55 and 59 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Truitt et al. (5,910,252) in view of Glantz (5,749,835). Truitt et al. (hereafter Truitt) 
teaches of a method for treating blood extracorporeal, such as by hemofiltration, 
hemodialysis (i.e. dialysis), or ultrafiltration. The system used to perform the treatment 
method comprises a catheter inserted into a vein or artery of a patient, which serves as 
a blood withdrawal line, and a device line (i.e. withdrawal blood tube) that supplies the 
withdrawn blood to the apparatus to process the blood according to a selected 
treatment protocol. With respect to applicant's limitation of the catheter being inserted 
into a large vein, great vein, or vena cava to access a reservoir of blood for continuous 
blood withdrawal, this step is considered to be met since the vein catheterized may be 
considered a large vein. The system also includes a pump connected to the withdrawal 
line and allows for continuous treatment by extracorporeal ly removing solutes from the 
blood. For example, in ultrafiltration the removal is excess water. The pump creates a 
negative pressure in the catheter, which is higher than the blood pressure in the vein or 
artery in which the catheter is inserted. The pump supplying negative pressure is seen 
to be equivalent to applying suction. With respect to claim 55, Truitt teaches that the 
claimed blood flow through the needle or catheter being less than 40 milliliter per 
minute, it is the position of the examiner that the blood treatment system of Truitt is 
capable of performing these rates since the system includes a programmable controller 
that regulates the pumps of the system. Such flow rates would have been obvious to 
one of ordinary sill at the time of the invention since these procedures are always 
modified on a patient-by-patient basis. 
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Glantz discloses a PICC catheter for use or placement within a peripheral vein, 
such as the cephalic vein, via the patient's arm. The catheter is then moved to place 
the tip in a desired location, such as in the superior vena cava. Glantz also teaches 
that, as is well known in the art, the caregiver determines the length the PICC is needed 
on a per patient basis (see col. 5, lines 38-63 and figures 5, 6 & 6A). With respect to 
the claim 54, it would have been obvious to choose a catheter having a length of 35 cm 
to 40 cm that may be advanced into a large or great vein since it would have been 
obvious to choose a length within this range, since it has been held that the discovering 
of an optimum value of a result effective variable involves only routine skill in the art. 
Furthermore, it is well known in the art, as well as taught by Glantz, that the 
determination of length of a PICC catheter, as well as any other catheter type used in a 
medical procedure, is a length determined to equal the distance between the entry site 
and the desired location of the catheter tip. Glantz also teaches that, as is well known 
in the art, the caregiver determines the length the PICC is needed on a per patient basis 
(see col. 5, lines 38-63 and figures 5, 6 & 6A). Therefore, this determination must be 
based on a patient-by-patient basis to customize the size based on the patient's 
anatomy and any other medical conditions that may need to be taken into consideration. 

It would have been obvious to one having ordinary skill in the art, at the time of 
the invention, to modify the method of Truitt to include the step of inserting the catheter 
into a peripheral vessel, such as the cephalic artery, into the vena cava to withdraw 
blood into the extracorporeal circuit as the connection site. Further, it would have been 
obvious to substitute the catheter of Truitt with a catheter as taught by Glantz to have a 
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catheter that is of a length that may be advanced in a large or great vein, the that is 
used to be a catheter that is at least 25 cm, the catheter that is used to be not greater 
than 75 cm long, since it would have been obvious to one having ordinary skill in the art 
to use a catheter having any of these dimensions, since it has been held that the 
discovering of an optimum value of a result effective variable involves only routine skill 
in the art. Furthermore, it is well known, as taught by Glantz, that the determination of 
length of a catheter used in a medical procedure is a determination based on a patient- 
by-patient basis to customize the size based on the patient's anatomy and any other 
medical conditions that may need to be taken into consideration. 

Claims 55- 58 are rejected under 35 U.SC 103(a) as being unpatentable over 
Truitt et al. ('252) in view of Glantz ('835) as applied to claim 53 above, and further in 
view of Jaski et al. ("Peripherally Inserted Veno-Venous Ultrafiltration for Rapid 
Treatment of Volume Overloaded Patients", Journal of Cardiac Failure). Truitt et al. & 
Glantz discloses the invention substantially as claimed, see rejection supra, however, 
fails to disclose specifically that the method comprises a treatment of ultrafiltration, 
hemofiltration, or dialysis require the catheter to be placed in the vein for a period of at 
least four hours and that the blood flow rate is less than 40 milliliter per minute. 

Jaski et al. teaches of a removal of excess fluid by ultrafiltration via peripherally 
inserted venous catheter placement. The blood withdrawal rate is disclosed to be less 
than or equal to 40 milliliter per minute and the time of treatment was less than seven 
hours. A treatment time of about seven hours would result of a catheter being inserted 
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into a vein for at least four hours. At the time of the invention, it would have been 
obvious to one having ordinary skill in the art to modify the method of Truitt & Glantz to 
remove blood from a patient to have a flow rate of less than 40 milliliter per minute and 
to have the treatment time, and therefore catheter placement within a vessel, for more 
than four hours as a matter of obvious design choice, since it has been held that the 
discovering of an optimum value of a result effective variable involves only routine skill 
in the art. Further, it is well known in the art that the flow rate and treatment time must 
be determined on a patient-by-patient basis to customize the size based on the patient's 
anatomy and any other medical conditions that may need to be taken into consideration. 

Response to Arguments 

Applicant's arguments filed 6/13/06 have been fully considered but they are not 
persuasive. Applicant argues that Truitt does not suggest or teach peripheral vein 
access and points to a figure that appears to show central vein access. While that is 
shown, the disclosure in col. 3, lines 54-59 and figure two disclose that the blood is 
generally withdrawn from and returned to a patient using two catheters (33,36) and that 
the catheters are inserted into "a vein or an artery." As set forth in the rejection, it would 
have been obvious to one having ordinary skill in the art, at the time of the invention, to 
choose to use the system & method of Truitt to include the step of inserting the catheter 
into a peripheral vessel to withdraw blood into the extracorporeal circuit as the 
connection site since it is well known in the art to withdraw blood from peripheral 
vessels for extracorporeal blood treatment. See U.S. Patent No. 5,470,483 as evidence 
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to this practice being old and well known. With respect to the argument that Glantz 
does not teach of inserting a catheter into a peripheral vein, Glantz was only relied upon 
for its teaching of using a PICC catheter. Since both Truitt and Glantz disclose using 
catheters, the modification of Truitt with the teachings of Glantz were an obvious matter 
of design choice as a substitution of parts (i.e. catheters). 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patricia M. Bianco whose telephone number is (571) 
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272- 4940. The examiner can normally be reached on Monday to Friday 9:00-6:30, 
alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on (571 ) 272-1 115. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

August 1 9 th , 2006 Patricia M Bianco 
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